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Dear Mr. Justice:

A representative from the State of Ohio acting on behalf of the Food and Drug Administration (FDA)
inspected your facility on September 18, 2001. This inspection revealed a serious regulatory problem ,.
involving the mammography at your facility.
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Under a United “States fedet-al law, the Marm{lography Quality Standards Act (MQS.A) of J 992, your .
facility must m~et specific requirements for mammography. These requirements help protect ~he health
of wome~ by ?-ssukingthat a facility can perform quality mammography. The inspq~tion rm~ealed the
following- repeat LeveL2 findingat yo,u~facility: .’

Quality Assurance - Equipment– 21 CFR 900.12 (e)(4)(ii)
The measured darkroom fog density was found to be 0.22. The regulation requires the optical
density attributable to darkroom fog shall not exceed 0.05.

The inspector conducted a darkroom fog test using an approved mammography phantom and
your facility film system. The phantom fihn was placed in a fog folder and exposed to your
facility typical darkroom conditions with the safelights for two minutes. When the two minutes
lapsed, the film was processed on your facility processor. The processed phantom film was
measured for differences in optical density between the fogged and unfogged portion.

The s~ecific uroblem noted above atmeared on your MOSA Facility Ins~ection Re~ort. which vour
facility received at the close of the inspection. The problem is identified as repeat Level 2 because it
identifies a failure to meet a significant MOSA requirement and indicates failure bv vour facility to
im~lement Dermanent correction of the problem found during all of your previous annual ins~ections,
since 1996.
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In addition, your response should address the Level ~ and Level 3 repeat findings that are listed in the
inspection report that was provided to you. These findings are:

Level 2 Findings:

1. Personnel- Interpreting Physicians -21 CFR 900.12 (a)
Your facility failed to produce documents demonstrating that~
physician meets the requirement of having taught or completed a minimum
category 1 continuing education units in mammography in thirty six (36) months.

an interpreting
of fifteen (15)

2. Quality Assurance – Mammography Medics! Outcomes Audit 21 CFR 900.12(f)(l)& (2)

Your staff failed to show that an annual medical audit and outcomes analysis was performed
individually and collectively for al~ interpreting physicians at your facilitj’ only.

Level 3 ReDeat Finding:

Retention of Personnel Records -21 CFR 900.12 (a)(4)
During the inspection at your facility and upon request by the inspector, your staff was
unable to provide the required personnel qualification documentation for review by the
inspector.

The s~ecific problem noted above appeared on your MQSA Facilitv Immection Reuort. which
Your facilitv received. The moblem is identified as repeat Levell 3 because it identifies a failure
to meet ~asiqnificant MQSA requirement and indicates failure by your facility t~:i~~$ement.
perma~~~nt con=ecticm of the moblem found during your previous inspection on Senternb<i- 21... ...—.
2000... .’
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Because these conditions may be symptomatic of serious underlying problems that could com,~]~olmise
the quality of mammography at your facility, they represen~’ l~iolations. of the law which may r_esult in
FDA taking regulatory action without fiu-ther notice to yo~.’ @ese actions iliclude, but are ~lot fimited
to, placing your facility ufider a Directed Plan of Correction$>harging your facility for the cost of on-site
monitoring, assessing civil money penalties up to $10,000 for each failure to substantially comply with,
or each day of failure to substantially comply with, MQSA standards, suspension or revocation of
your facility’s FDA certificate, or obtaining a court injunction against performing further
mammography.

The other items listed in your September 20, 2001 inspection report identified, as Level 3 should also be
corrected. We will veri~ corrections on these items during our next inspection. You are not required to
address the Level 3 items in your written response.

his necessary for you to act on these matters immediately. Please explain the following
elements to this office in writing within fifteen (15) working days from the date you received this
letter:

o The specific steps you have taken to correct the violations noted in this letter; and

@ Each step your facility is taking to Drevent the recurrence of similar violations.

Please submit sample records that demonstrate proper record keeping procedures, if the findings relate
to quality control or other records (Note: Patient names or identification should be deleted from any
copies submitted).. .
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Please submit your response to:

Mr. R. Terry Bolen
MQSA Compliance Ofhcer
Food & Drug Administration
6751 Steger Drive
Cincinnati, OH 45237-3097
FAX: 513-679-2772

Also, please send a copy to the State radiation control office:

Ms. Cindy Grant

Ohio Department of Health
1 Government Center
Suite 1320
Toledo, OH 43604

Finally, you should understand that there are many FDA requirements pertaining to
mammography. This letter pertains only to findings of your inspection and does not necessarily
address other obligations you have under the law. You may obtain general inforrnatioil about al~
of FDA’s requirements for mammography facilities by contacting the Mammography Quality
Assurance Program, Food and Drug Administration, P.O. Box 6057, Columbia,MD21045-6057
(1-800-838-77 15) or through the Internet at through the Internet at.
http: //www.fda.gov/cdrh/mammography.

.

. . .

If you have more speci~c q+estions about malnmography faci~ity requirements, Or about the COntPnt ‘~f w”
this letter, please feel fi.ee td contact R: Terry Bolen at 5 13-679-270~, extension 138 ,.‘.
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. ‘s~~c&]y”your-,’ ~ ‘ . -. .:-.

Henry
District Director
Cincinnati District Office

c.
OH/CGrant

Priscilla F. Butler, M.S.
Director, Breast Imaging Accreditation Program
American College of Radiology
1891 Preston White Dr.
Reston, VA 20191


